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DETAILED ACTION 

1 . Applicant's amendment of claims 1 and 24 in the paper filed on 1 1/06/2008 is 
acknowledged. 

Claims 1-24 are pending and at issue. 

The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Rejections that are Withdrawn 
Claim Rejections Withdrawn - 35 USC §112 Second Paragraph 

2. The rejection of claims 1 -24 under 35 U.S.C. 1 1 2, second paragraph, as being 
incomplete for omitting essential structural cooperative relationships of elements is 
withdrawn. Applicant has amended the claims to recite the structural cooperative 
relationships of the fluorescently labeled probes of the sequences NucSeql, NucSeqll, 
NucSeql', and/or NucSeqll'. 

3. The rejection of claims 1 -24 under 35 U.S.C. 1 1 2, second paragraph, as being 
incomplete for omitting essential steps, such omission amounting to a gap between the 
steps is withdrawn, as Applicant has amended the claims to provide the essential steps 
to carry out the claimed methods. 



Rejections that are Maintained 
Claim Rejections Maintained - 35 USC §112 First Paragraph 
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4. The rejection of claims 1-24 under 35 U.S.C. 112, first paragraph is maintained. 
Applicant's central argument that the claims are enabled as written is not persuasive. 

Applicant has amended the base claims to recite probes with quenchers and 
fluorophore which are enabled by the specification. Thus Applicant has overcome that 
part of the rejection for prior claims only reciting the fluorophore and omitting the 
essential quencher. 

Applicant's central argument in regards to being able to determine copy number 
from weights or concentrations of weight per volume by following the claimed methods 
is not persuasive. The central argument is that by knowing the concentration of the 
probes, the molar concentrations of the probes can be determined by one of ordinary 
skill in the art and hence copy number can be determined as the molar concentration 
here is an expression of copy number per unit volume. However the claims do not 
recite this essential element. 

Applicant's evidence (references cited on the IDS filed on 1 1/06/2008) supports 
Applicant's argument in part that the state of the art pre- and post- filing of the claimed 
invention enable determining copy number from weights or concentrations of weight per 
unit volume, provided a relationship is known between either the weight or 
concentrations of weight per unit volume and copy number. However, to be found 
allowable, an appropriate and specific recitation is needed in the claims (as supported 
by the originally filed specification) that incorporates this essential element of linking 
weights or concentrations of weights per unit volume to copy number. One general 
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possibility that might be considered is that the CN as recited can be corrected based on 
relative probe weights (when the probe weights are unequal). 

The equation for CN (Copy Number) as currently recited in each of claims 1 and 
24 is erroneous. And although the claims are interpreted in light of the specification, 
limitations from the specification are not read into the claims. See In re Van Geuns, 988 
F.2d 1181,26 USPQ2d 1057 (Fed. Cir. 1993). 

As the claims are still not enabled for the recited equation for CN, the rejection is 
maintained. 

New Objections and Rejections Necessitated by Amendment 
New Claim Objections 

5. Claim 1 is objected to because of the following informalities: line 4 repeats " 
NucSeql " in the expression " NucSeql and NucSeql ". It appears that " NucSeql and 
NucSeqT " is intended. Appropriate correction is required. 

6. Claim 2 is objected to because of the following informalities: an amendment of 
the claim is indicated by the underlining of the colon while the status of the claim is 
indicated as "previously presented". Appropriate correction is required. 

Prior Art 

7. No prior art was found which teaches or fairly suggests a nucleic acid 
amplification technique that uses two nucleic acid sequences on a single vector as 
controls to determine the relative copy number ratio of two corresponding nucleic acid 
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sequences. The closest prior art found was Ginzinger et al. (2002), Zhang et al. (1997), 
and Gibson et al. (1996) each of whom teach use of known nucleic acid sequences to 
determine relative copy numbers of unknown nucleic acid sequences. However, none 
of Ginzinger et al. (2002), Zhang et al. (1997), or Gibson et al. (1996) teach or fairly 
suggest a control or standard which has two nucleic acid sequences on a single vector. 



Conclusion 

8. No claim is allowed. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Mark Staples whose telephone number is (571 ) 272- 
9053. The examiner can normally be reached on Monday through Thursday, 9:00 a.m. 
to 6:00 p.m. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion can be reached on (571) 272-0782. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Mark Staples 
/M. S.I 

Examiner, Art Unit 1637 
January 17, 2009 

/Kenneth R Horlick/ 

Primary Examiner, Art Unit 1637 



